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REMARKS 

Claims 1-66 are pending in the present Application. Claims 2-7, 12, 13, 15, 16, 20-29 
and 31-37 have been withdrawn, and no claims have been amended, leaving claims 1, 8-1 1, 14, 
17-19, 30, and 38-66 for consideration upon entry of the present Amendment. 

Reconsideration and allowance of the claims are respectfully requested in view of the 
following remarks and attached Declarations. 

Claim Rejections Under 35 U.S.C. § 102 

The Examiner has first rejected a number of the claims as anticipated. In particular, 
claims 1,8-11, 14, 17-19, 30 38, 44-49 and 60 stand rejected under 35 U.S.C. § 102(b), as 
allegedly anticipated by Zaffaroni (U.S. 3,921,636). Claims 1, 8, 1 1, 14, 17-19, 44, 47-49, 52, 
60-62, and 66 further stand rejected under 35 U.S.C. § 102(e), as allegedly anticipated by 
Goldstein et al. (U.S. 6,143,037). It is believed that the Response submitted on February 2, 2007 
fully addresses each of these rejections, and the claims are allowable over both Zaffaroni and 
Goldstein et al. 

Claim Rejections Under 35 U.S.C. $ 103(a) 

The Examiner next rejected certain claims as obvious. In particular, claims 39-43 and 53- 
59 stand rejected under 35 U.S.C. § 103(a), as allegedly unpatentable over Goldstein et al. 
Claims 63-65 stand rejected under 35 U.S.C. § 102(e) as anticipated by Goldstein et al. or in the 
alternative, under 35 U.S.C. § 103(a), as obvious over Goldstein et al. alone. Claims 50-51 stand 
rejected under 35 U.S.C. § 103(a), as allegedly unpatentable over Goldstein et al. in view of Laub 
(U.S. 5,945,446). 

As stated in the Response submitted on February 2, 2007, Applicants respectfully traverse 
these rejections, in that that the Examiner has failed to meet the burden of establishing prima 
facie obviousness. Applicants maintain these arguments, and believe that the claims are 
allowable as nonobvious on this basis alone. 

Additional Evidence Supporting Nonobviousness 

Applicants reiterate and rely upon the unexpected results presented in the Response 
submitted on February 2, 2007. 
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In addition to the unexpected results earlier presented, the Applicants have obtained 
further secondary evidence of nonobviousness for the Examiner's consideration. In particular, 
the Applicants have obtained evidence of long-felt need, together with evidence that the 
invention as claimed solves that need. As stated in MPEP § 716.04: 

Establishing long-felt need requires objective evidence that an art 
recognized problem existed in the art for a long period of time without solution. 
The relevance of long-felt need and the failure of others to the issue of obviousness 
depends on several factors. First, the need must have been a persistent one that 
was recognized by those of ordinary skill in the art. In re Gershon, 372 F.2d 535, 
539, 152 U.S.P.Q. 602, 605 (CCPA 1967) .... 

Second, the long-felt need must not have been satisfied by another before 
the invention by applicant. Newell Companies v. Kenney Mfg. Co., 864 F.2d 757, 
768, 9 U.S.P.Q.2d 1417, 1426 (Fed. Cir. 1988) .... 

Third, the invention must in fact satisfy the long-felt need. In re Cavanagh, 
436 F.2d 491, 168 U.S.P.Q. 466 (CCPA 1971). 

The attached Declarations of Professor Alan Carter and Dr. David C. Klonoff provide 
objective evidence that a long-felt need existed in the art for biosensors that can be implanted and 
maintain their function over time; that efforts to obtain such biosensors were unsuccessful; and 
that the invention as claimed satisfies that need. 

In particular, as stated by the Declarants at paragraph 4, there has been a long felt 
need in the art for the development of biosensors that can be implanted and maintain their 
function over time, e.g. three or twelve or more months. No satisfactory in vivo glucose 
sensors devices have been developed after more than twenty years of intensive research. 
Such efforts have been directed to the development of coatings that resist bio-fouling and 
the controlling of inflammatory reactions through the addition of tissue response 
modifiers. (Declarations, paragraph 5). 

Thus, no implantable device has been developed that can provide reliable analyte 
measurements for longer than a few days upon in vivo implantation. (Declarations, paragraph 6.) 
The present invention solves this long-felt need. The implants as presently claimed provided 
unexpectedly good permeability on the diffusion of small molecule analytes. This unexpectedly 
good improvement of analyte permeability is achieved using a combination of a crosslinked 
bioactive polymer, a polyacid, and a microspheres that are different from the polyacid. The 
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crosslinked bioactive polymer functions to minimize protein adsorption of the implanted device 
thus reducing bio-fouling. In addition, it has minimal impact on the diffusion rates of small 
molecules such as glucose. (Declarations, paragraph 7.) Further, the coatings unexpectedly 
proved zero-order sustained drug release profiles. (Declarations, paragraph 8.) 

In conclusion, due the unexpectedly good permeability of the coatings relative to small 
molecules and the zero-order drug release profile, the presently claimed implants are particularly 
well-tolerated in vivo and remain permeable to various analytes, e.g., glucose, for up to one 
month after in vivo implantation. The presently claimed implants represent a breakthrough in the 
field of implantable device research, because the scientific community has been trying to 
overcome in vivo device failures due to tissue inflammatory reactions and bio-fouling without 
success for over twenty years. (Declarations, paragraph 9.) 

The attached Declarations of Professor Alan Carter and Dr. David C. Klonoff accordingly 
provide objective evidence that a long-felt need existed in the art for biosensors that can be 
implanted and maintain their function over time; that efforts to obtain such biosensors were 
unsuccessful; and that the invention as claimed satisfies that need. Such evidence is strong 
evidence of the nonobviousness of the claims over the cited art. It is believed that the claims 
herein should now be allowable to Applicants. Accordingly, reconsideration and withdrawal of 
the objection(s) and rejection(s) and allowance of the case are respectfully requested. 

If there are any additional charges with respect to this Amendment or otherwise, please 
charge them to Deposit Account No. 06-1 130. 



Respectfully submitted, 



CANTOR COLBURN LLP 




Leah M. Reimer 



Reg. No. 39,361 
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